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comply with paragraph (d) of this sec-
tion and must ensure that the proce-
dures are used.

(c) There is no intentional testing of
a microorganism outside of a struc-
ture, as structure is defined in §725.3.

(d) Containment and/or inactivation
controls. (1) Selection and use of con-
tainment and/or inactivation controls
inside a structure for a particular
microorganism shall take into account
the following:

(i) Factors relevant to the organism’s
ability to survive in the environment.

(ii) Potential routes of release in air,
solids and liquids; in or on waste mate-
rials and equipment; in or on people,
including maintenance and custodial
personnel; and in or on other orga-
nisms, such as insects and rodents.

(iii) Procedures for transfer of mate-
rials between facilities.

(2) The technically qualified individ-
ual’s selection of containment and/or
inactivation controls shall be approved
and certified by an authorized official
(other than the TQI) of the institution
that is conducting the test prior to the
commencement of the test.

(3) Records shall be developed and
maintained describing the selection
and use of containment and/or inac-
tivation controls, as specified Iin
§725.235(c). These records, which must
be maintained at the location where
the research and development activity
is being conducted, shall be submitted
to EPA upon written request and with-
in the time frame specified in EPA’s
request.

(4) Subsequent to EPA review of
records in accordance with paragraph
(d)(3) of this section, changes to the
containment/inactivation controls se-
lected under paragraph (d)(1) of this
section must be made upon EPA order.
Failure to comply with EPA’s order
shall result in automatic loss of eligi-
bility for an exemption under this sec-
tion.

(e) The manufacturer, importer, or
processor notifies all persons in its em-
ploy or to whom it directly distributes
the microorganism, who are engaged in
experimentation, research, or analysis
on the microorganism, including the
manufacture, processing, use, trans-
port, storage, and disposal of the
microorganism associated with re-

§725.235

search and development activities, of
any risk to health, identified under
§725.235(a), which may be associated
with the microorganism. The notifica-
tion must be made in accordance with
§725.235(b).

§725.235 Conditions of exemption for
activities conducted inside a struc-
ture.

(a) Determination of risks. To deter-
mine whether notification under
§725.234(e) is required, the manufac-
turer, importer, or processor must do
one of the following:

(1) For research conducted in accord-
ance with the NIH Guidelines, the man-
ufacturer, importer, or processor must
meet the conditions laid out at IV-B-4-
d of the NIH Guidelines; or

(2) For all other research conducted
in accordance with §725.234, the manu-
facturer, importer, or processor must
review and evaluate the following in-
formation to determine whether there
is reason to believe there is any risk to
health which may be associated with
the microorganism:

(i) Information in its possession or
control concerning any significant ad-
verse reaction of persons exposed to
the microorganism which may reason-
ably be associated with such exposure.

(i) Information provided to the man-
ufacturer, importer, or processor by a
supplier or any other person con-
cerning a health risk believed to be as-
sociated with the microorganism.

(iii) Health and environmental ef-
fects data in its possession or control
concerning the microorganism.

(iv) Information on health effects
which accompanies any EPA rule or
order issued under TSCA section 4, 5,
or 6 of the Act that applies to the
microorganism and of which the manu-
facturer, importer, or processor has
knowledge.

(b) Notification to employees and oth-
ers. (1) The manufacturer, importer, or
processor must notify the persons iden-
tified in §725.234(e) by means of a con-
tainer labeling system, conspicuous
placement of notices in areas where ex-
posure may occur, written notification
to each person potentially exposed, or
any other method of notification which
adequately informs persons of health
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risks which the manufacturer, im-
porter, or processor has reason to be-
lieve may be associated with the
microorganism, as determined under
paragraph (a) of this section.

(2) If the manufacturer, importer, or
processor distributes a microorganism
manufactured, imported, or processed
under this section to persons not in its
employ, the manufacturer, importer, or
processor must in written form:

(i) Notify those persons that the
microorganism is to be used only for
research and development purposes and
the requirements of §725.234 are to be
met.

(i) Provide the notice of health risks
specified in paragraph (b)(1) of this sec-
tion.

(3) The adequacy of any notification
under this section is the responsibility
of the manufacturer, importer, or proc-
essor.

(c) Recordkeeping. (1) For research
conducted in accordance with the NIH
Guidelines, a person who manufac-
tures, imports, or processes a micro-
organism under this section must re-
tain the following records:

(i) Documentation that the NIH
Guidelines have been adhered to. Such
documentation shall include:

(A) For experiments subject to Insti-
tutional Biosafety Committee review,
or notification simultaneous with initi-
ation of the experiment, the informa-
tion submitted for review or notifica-
tion, along with standard laboratory
records, shall satisfy the recordkeeping
requirements specified in §725.234(d)(3).

(B) For experiments exempt from In-
stitutional Biosafety Committee re-
view or notification simultaneous with
initiation of the experiment, docu-
mentation of the exemption, along
with standard laboratory records, shall
satisfy the recordkeeping requirement
specified in §725.234(d)(3).

(ii) Documentation of how the fol-
lowing requirements are satisfied
under the NIH Guidelines:

(A) Copies or citations to informa-
tion reviewed and evaluated to deter-
mine the need to make any notifica-
tion of risk.

(B) Documentation of the nature and
method of notification of risk, includ-
ing copies of any labels or written no-
tices used.
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(C) The names and addresses of any
persons other than the manufacturer,
importer, or processor to whom the
substance is distributed, the identity of
the microorganism, the amount dis-
tributed, and copies of the notifica-
tions required.

(2) For all other research conducted
in accordance with §725.234, a person
who manufacturers, imports, or proc-
esses a microorganism under this sec-
tion, must maintain the following
records:

(i) Records describing selection and
use of containment and/or inactivation
controls required by §725.234(d)(3) and
certification by an authorized official
required by §725.234(d)(2) for each
microorganism.

(ii) Copies or citations to informa-
tion reviewed and evaluated under
paragraph (a) of this section to deter-
mine the need to make any notifica-
tion of risk.

(iii) Documentation of the nature and
method of notification under paragraph
(b)(1) of this section, including copies
of any labels or written notices used.

(iv) The names and addresses of any
persons other than the manufacturer,
importer, or processor to whom the
substance is distributed, the identity of
the microorganism, the amount dis-
tributed, and copies of the notifica-
tions required under paragraph (b)(2) of
this section.

§725.238 Activities conducted outside
a structure.

(a) Exemption. (1) Research and devel-
opment activities involving intentional
testing in the environment of certain
microorganisms listed in §725.239 may
be conducted without prior review by
EPA if all of the conditions of this sec-
tion and §725.239 are met.

(2) The research and development ac-
tivity involving a microorganism listed
in §725.239 must be conducted by, or di-
rectly under the supervision of, a tech-
nically qualified individual, as defined
in §725.3.

(b) Certification. To be eligible for the
exemption under this section, a manu-
facturer or importer must submit to
EPA prior to initiation of the activity
a document signed by an authorized of-
ficial containing the following infor-
mation:
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